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microbiological condition of processing equipment, to the effectiveness
of a process, to the occurrence of undesirable microorganisms in a pro-
cessing environment, or to the microbiological condition of a finished
product. If it relates to a raw material, that ingredient should not be used.
If the raw material has been used, then its influence on the safety and
quality of the finished product must be assessed and appropriate measures
based upon the findings must be taken. If the critical control point relates
to equipment sanitation, the frequency and adequacy of cleaning proce-
dures must be reviewed. If failures in these areas influence finished product
safety or quality, appropriate decisions must be made with reference to
product distribution. If environmental contamination, as for example with
Salmonella, is indicated, then the source of such contamination must be
determined; furthermore, more intensive finished product testing may be
indicated. If failure of a processing step is indicated, the source of the
failure must be determined and eliminated. If the quality or safety of the
finished product is affected, appropriate steps must be taken with respect
to its distribution. If the problem relates to the microbiological condition
of the finished product, decisions must be made with respect to its dis-
tribution, and the reasons for the unsatisfactory condition of the finished
product must be determined. If the HACCP system has been properly
applied, the reasons for finished product failure should be evident from
monitoring results on critical control points.

Finally, it should be mentioned that where the Food and Drug Admin-
istration is responsible for assuring that processing plants operate under
Good Manufacturing Practices, failure of processors to control critical
points might be grounds for regulatory action, even though the limits for
these points were established by the processor.
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